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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above Is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)n Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)M This action is non-final. 

3) n Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-33 is/are pending in the application. 

4a) Of the above claim(s) js/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) ii33 is/are rejected. 
?)□ Clalm(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomi PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a daim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)n All b)n Some * €)□ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the Intemational Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) 13 Notice of References Cited (PTO-892) 4) D Inten/iew Summary (PTO-413) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) 13 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date 6/30/2004 , 6) □ Other: . 

U.S. Patent and Tradenna(1( Office 

PTOL-326 (Rev. 1 -04) Office Action Summary Part of Paper No./Mail Date 08252005 
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DETAILED ACTION 

1 . Claims 1-33 are pending in this application. 

Information Disclosure Statement 

2. Applicant's Information Disclosure Statement, filed on 06/30/2004 has been . 
acknowledged. Please refer to Applicant's copies of the 1449 submitted herewith. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliali contain a written description of tine invention, and of the manner and process of 
mailing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-24 and 26-33 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for compounds (of formula depicted in 
claim 1) and the pharmaceutically acceptable salts thereof, does not reasonably provide 
enablement for all other types of "forms". The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. 

A number of factors are relevant to whether undue experimentation would be 
required to practice the claimed invention, including "(1) the quantity of experimentation 
necessary, (2) the amount of direction or guidance presented, (3) the presence or 
absence of working examples, (4) the nature of the invention, (5) the state of the prior 
art, (6) the relative skill of those in the art, (7) the predictability or unpredictability of the 
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art, and (8) the breadth of the claims." In re Wands . 858 F.2d at 737, 8 USPQ2d at 1404 
(Fed. Cir. 1988). 

The instant claims recite "A compound... or pharmaceutical ly acceptable form 
thereof and the specification on page 7 provides that these 'forms" include all 
crystalline forms, esters, hydrates, clathrates, prodrugs, etc. wherein there is insufficient 
description in the specification regarding these types of 'forms' intended by the 
recitation. For example, compounds that increase the bioavailability of compounds are 
known as prodrugs. It is also known that many examples of "prodrugs" include acetates, 
etc., however, the definition of various substituent groups in the formula already include 
such groups, e.g., an alkanoyi group (which is -C(=0)-alkyl). Compounds with or without 
such functional groups are already Included in the claimed compounds, and the 
specification does not provide sufficient disclosure regarding the preparation of all types 
of compounds embraced by the scope of the recitation "form" of the instant claims. 

4. Claims 26-28 and 33 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for a method of treating anxiety, does not 
reasonably provide enablement for a method of treating Alzheimer's dementia, and a 
method for potentiating a therapeutic effect of a CNS agent and a method for improving 
short term memory in a patient. The specification does not enable any person skilled in 
the art to which it pertains, or with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. 

The scope of the claims is not adequately enabled solely based on the activity 
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related to GABAa receptor modulatory activity provided in the specification. Test 
procedures to find the Ki and ECso values of the compounds with respect to ligand 
binding activity are provided in the specification in Examples 3-5, however, there is 
nothing in the disclosure regarding how this data correlates to the treatment of ail the 
disorders embraced the instant claims. The disorders encompassed by the instant 
claims include a sleep disorder, attention deficit disorder, Alzheimer's dementia, some 
of which have been proven to be extremely difficult to treat. There is no reasonable 
basis for assuming that the myriad of compounds embraced by the claims will all share 
the same physiological properties since they are so structurally dissimilar as to be 
chemically non-equivalent and there is no basis in the prior art for assuming the same. 
Note In re Surrey, 1 51 USPQ 724 regarding sufficiency of disclosure for a Markush 
group. 

Further, the claims include Alzheimer's dementia, for which there is no 
established therapeutic approach using GABAA receptor modulators. For example, 
Alzheimer's disease has traditionally been very difficult or impossible to prevent or even 
to treat effectively with cherhotherapeutic agents. See e.g., the Cecil Textbook of 
Medicine. 20th edition (1996). Vol. 2 . wherein it is stated that "[t]here is no cure for 
Alzheimer's disease, and no drug tried so far can alter the progress of the disease." (pg. 
1994). 

Thus, factors such as 'sufficient working examples', 'the level of skill in the art' 
and 'predictability', etc. have been demonstrated to be sufficiently lacking in the use of 
the invention. In view of the breadth of the claim, the chemical nature of the Invention, 
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the unpredictability of iigand-receptor interactions in general, and the lack of working 
examples regarding the activity of the claimed compounds, one having ordinary skill in 
the art would have to undergo an undue amount of experimentation to use the invention 
commensurate in scope with the claims. 

In regard to the method for potentiating a therapeutic effect of CNS agent and a 
method of improving short tem memory in a patient, the specification is not enabled for 
such a scope. See a second paragraph rejection in regard to XNS agenf . It Is 
recommended that applicants delete claims 27-28. 

Claim Objections 

5. Claims 21 -23 are objected to because they are duplicates of claim 1 . Claim 1 
and claims 21-23 are drawn both to the same compound (i.e. compounds of Formula I). 
Note that clainns 19-21 recite characteristics of the compound, but this is just a label and 
does not change the scope of the compounds. It is recommended that applicants 
delete claims 19-21. 

Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
daiming the subject matter which the applicant regards as his invention. 

Claims 1-33 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention: 
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a. Claim 1 and claims dependent thereon are rejected because the term 
"heterocycles" is indefinite. What is covered and what is not? What type of heteroatom 
is present in the ring? Number of heteroatoms? 

b. In claim 1 , the phrase "Ar represents phenyl ....Ci.Csalkenyl, Ci-Csalkynyl" is 
incorrect. What happen if we have only one carbon atom? Since we need at least two 
carbon atoms to make alkenyl (C=C) or a triple bond to make alkynyl, the phrase should 
read as "Ar represents phenyl C2-C8alkenyl, C2-C8alkynyl". 

c. In claim 27, the phrase "CNS agent" is not clear. What is it? Is it additional 
ingredient? If so, what is it? 

Conclusion 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kahsay Habte, Ph. D. whose telephone number is (571) 
272-0667. The examiner can normally be reached on M-F (9.00AM- 5:30PM). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Wilson (Acting SPE) can be reached at (571 ) 272-0661 . The fax 
phone number for the organization where this application or proceeding is assigned is 
(571)-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status infornfiation for unpublished applications Is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Kahsafy Hbbfe', Ph. D. 
Patent Examiner 
Art Unit 1624 
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August 25, 2005 



